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00 OTKa3e B COIIaCOBAHMHM MPEACIIbHBIX OTIYCKHBIX LIEH MTPOU3BOIUTENEH Ha
JICKapCTBEHHBIE Mpernaparhl, BKIOYCHHBIC B IEPEUYCHb KU3HEHHO HEOOXOAUMBIX U
BAXHEHUIINX JIEKAPCTBEHHBIX IIPENAPATOB

B coorBerctBUM ¢ mnyHkTamu 13 W noamyHKTOM «a» myHKTa 32 IlpaBui
rOCy/IapCTBEHHOM pErucTpalid W MNEPEeperucTpalvi MNPEAeabHbIX OTHYCKHBIX II€H
MPOU3BOAUTENIEH HA JICKAPCTBEHHbIC Mpenaparbl, BKIOYEHHBIE B TEPEUCHb KU3HEHHO
HEOOXOMUMBIX M BaXHEWIHUX  JIGKAPCTBEHHBIX  MPENApaToB,  YTBEP>KIECHHBIX
nocraHoBiieHneM [IpaBurenbctBa Poccuiickoit ®deaeparuu ot 29.10.2010 Ne 865 (nanee
— IlIpaBuna), denepaibHasi AHTUMOHOMOJBHAS CIyX0a paccMoOTpesia JOKYMEHTHI,
npeacraBieHuble ucbMoM MunzapaBa Poccum ot 02.10.2020 Ne 20-4-4149511-¢c u
or 09.11.2020 Ne 20-4-4149511-non, u mpuHsIa pelieHHe 00 OTKa3e B COIVIACOBAHUM
MpEACIIbHBIX OTITY CKHBIX LIEH, 3asIBJIEHHBIX Ha MEePEPETUCTPALUIO
AO «IIDK «OOHOBIEHUEY, HA CIEAYIONINE JIEKAPCTBEHHBIC Mperaparbl, BKIIOUCHHBIE B
nepeyeHb KU3HEHHO HEOOXOIUMBIX M BAXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

l. «Kanprms rmrokonar»y (MHH — «Kanbius mirokonary), tadnerku, 500 mr, 10
IIT. - KOHTYpHas siYeiKoBas yIakoBka (4) - mauka KapToHHasi, B pa3Mepe 39,36 pyo.

2. «Kanpiusa rmokonary (MHH — «Kanbius rimrokoHary), Tadnetku, 500 mr, 10
IIT. - KOHTYpHas siueiKoBas yrakoBka (3) - mauka KapToHHasi, B pasmepe 32,11 py0.

3. «Kanprusa rmokonar»y (MHH — «Kanbius rimrokonary), Tadnetku, 500 mr, 10

IIT. - KOHTYpHas siueiKoBas yrakoBka (2) - mauka KapToHHas, B pazmepe 22,48 pyo.
[IpenenbHbIE OTIMYCKHBIE IIEHBI Ha YyKa3aHHbIE JICKAPCTBEHHBIC IMperaparbl HE
COIIACOBBIBAIOTCS IO CJIEIYIOUUM OCHOBAHUSIM.
B cootBerctBuM ¢ myHkToM 39 MeToauku pacdera MpeAesibHbIX OTIYCKHBIX ILIEH
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IIPOU3BOAUTENICH HA JICKAPCTBEHHBIC IPENApaTrhbl, BKIIOUCHHBIE B IIEPEUYCHb YKU3HEHHO
HEOOXOIMMBIX M B@XHEHIIMX  JIGKAPCTBEHHBIX  MpENaparoB,  YTBEP)KICHHOH
noctanoBienreMm [IpaBurensctBa Poccuiickoit @eaepanuu ot 15.09.2015 Ne 979 (nanee
—Meronuka), npenenabHas OTIYCKHAash LIEHAa Ha JICKAPCTBEHHBIA Ipenapar MOMJIECKUT
YBEJIIMYECHUIO HA BEJIWYMHY YIOPOKAHUS ChIPbS U MATEPHUAJIOB U HA BEJIWYMHY W3MECHEHUS
HAaKJIaJHBIX PacXO/0B.

B coorBerctBun ¢ myHkTtoM 14 IIpaBun, ®AC Poccum HampaBiieH 3arpoc
or 21.10.2020 Ne TH/91701/20 o mpencTtaBieHHH YTOYHEHHBIX CBEICHUN, B TOM YHCIE C
Y4ETOM yKa3aHHBIX TpeOoBaHU MeTOIHKH.

CornacHO JOKyMEHTaM M CBEJICHMSIM, MPEACTABICHHBIM B OTBET HAa YKa3aHHBIN
3apoC, 3asBJIICHHBIE BEJIWYMHBI YBEJIUYEHUs MPEACIbHBIX OTIIYCKHBIX LIEH IPEBBIIIAIOT
JIOITYCTUMBIE C YYETOM BEJIIMYMH YAOPOXKAHUS CHIPbS M MAaTEpPUaJIOB IPU OTCYTCTBUH
M3MEHEHWMS HAKJIQJHBIX PACXO/I0B, YTO MPOTUBOPEUUT TpeOoBaHUsAM IMyHKTa 39 Metonuku.

B cBs3u ¢ BBINIEHU3I0KEHHBIM, B COOTBETCTBUM C IOANYHKTOM «I» HOyHKTa 19
[IpaBun, mpeBbINIEHHE MPEACTABISAEMON Il TOCYJapCTBEHHOW PETUCTPALMU WU
MEPEPETUCTPALIUA TIPEACTBHON OTIYCKHOM LEHBI MPOU3BOAMUTENS HA JIEKAPCTBEHHBIN
rpenapar HajJl LEHOM, pPacCUMTAaHHOW B coOoTBeTCTBUM C IIpaBumiamu m Merogukon,
ABJISICTCSI OCHOBAaHMEM [II1 OTKa3a B COIVIACOBAHMM TOCYJApPCTBEHHOW pPETUCTpaLNU
MPEJETbHON OTITYCKHOM IIEHBI TPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu
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